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7^ v In response to the Office Action issued May 11, 2001, a response to which is due 

H by August 11, 2001, Applicants request reconsideration of the application in view of the 
,jj following amendments and appended remarks. 
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2: Remarks: Pages 8-9. 
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In the Claims 



RECEIVED 

JUN 1 2 2001 
TECH CENTER 1600/2900 



CLEAN COPY OF AMENDMENTS 



Please cancel claims 2, 10-11, 13, and 15-22 without prejudice or disclaimer. 



— Please add new Claims 23-102. 





(New) The method of Claim 1 wherein the eye condition is diabetic retinopathy. 

(New) The method of Claim 1 wherein the eye condition is retinopathy of prematurity. 

(New) The method of Claim 1 wherein the eye condition is corneal graft rejection. 

(New) The method of Claim 1 wherein the eye condition is neovascular glaucoma. 

(New) The method of Claim 1 wherein the eye condition is retrolental fibroplasias. 

(New) The method of Claim 1 wherein the eye condition is epidemic 
keratoconjunctivitis. 

(New) The method of Claim 1 wherein the eye condition is Vitamin A deficiency. 

(New) The method of Claim 1 wherein the eye condition is contact lens overwear. 

(New) The method of Claim 1 wherein the eye condition is atopic keratitis. 

(New) The method of Claim 1 wherein the eye condition is superior limbic keratitis. 

(New) The method of Claim 1 wherein the eye condition is pterygium keratitis sicca. 

(New) The method of Claim 1 wherein the eye condition is myopia. 

(New) The method of Claim 1 wherein the eye condition is Terrien's marginal 
degeneration. 



(New) The method of Claim 1 wherein the eye condition is mariginal keratolysis. 
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Jiff] (New) The method of Claim 1 wherein the eye condition is radial keratotomy. 



'A 



(New) The method of Claim 1 wherein the eye condition is macular degeneration. 

(New) The method of Claim 1 wherein the eye condition is post-laser complications. , 

(New) The method of Claim 1 wherein the eye condition is chronic retinal detachment. 

(New) The method of Claim 1 wherein the eye condition is optic pits; 

(New) The method of Claim 1 wherein the eye condition is a hyperviscosity syndrome. 

(New) The method of Claim 1 wherein the eye condition is chronic uveitis 

(New) The method of Claim 1 wherein the eye condition is chronic vitritis. 

(New) The method of Claim 1 wherein the eye condition is ocular neovascular disease. 

(New) The method of Claim 1 wherein the eye condition is age-related macular 
degeneration. 

(New) The method of Claim 1 wherein the eye condition is presumed ocular 
histoplasmosis. N 

(New) The method of Claim 1 wherein the eye condition is an infection causing retinitis 
or choroiditis. 

(New) The method of Claim 1 wherein the eye condition is proliferative 
vitreoretinopathy. 

(New) The method of Claim 1 wherein the eye condition is scleritis. 

(New) The method of Claim 1 wherein the eye condition is Eales' disease. 

(New) The method of Claim 1 wherein the eye condition is Best's disease. 

(New) The method of Claim 1 wherein the eye condition is trachoma. 

(New) The method of Claim jl^wherein the ulcerative disease is a bacterial ulcer. 

(New) The method of Claim L^wherein the ulcerative disease is a fungal ulcer. 
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(New) The method of Claim \k wherein the ulcerative disease is Mooren's ulcer. 

4° 

(New) The method of Claim 12 wherein the ulcerative disease is Wegener's sarcoidosis. 



(New) The method of Claim IfZ wherein the ulcerative disease is Stevens- Johnson 
disease. , 

(New) The method of Claim 1/2 wherein the ulcerative disease is Behcet's disease. 




f(New) The method of Claim L2^wherein the ulcerative disease is pemphigoid. 
0 
(New) The method of Claim yn wherein the ulcerative disease is ulceritive colitis. 

(New) The method of Claim \j/ wherein the amount administered is between 
^ approximately 0.1 and approximately 300 mg/kg/day. 

(New) The method of Claim 6# wherein the amount administered is between 



approximately 0.5 and approximately 50 mg/kg/day. 




(New) The method of Claim (j£ wherein the amount administered is between 
n ' approximately 1 and approximately 10 mg/kg/day. 

-f^p&r (New) The method of Claim 12 wherein the compound is administered in the form of a 
tablet or capsule. . 

(New) The method of Claim 1/ wherein the compound is administered in the form of a 
lozenge, a cachet, a solution, a suspension, an emulsion, a powder, an aerosol, a 
suppository, a spray, a pastille,an ointment, a cream, a paste, a foam, a gel, a tamport, or a 
I pessary. 

(New) The method of Claim yi wherein the administration is oral, parenteral, 
transdermal, or topical. /N 

(New) The method of Claim 12 wherein the administration is sublingual, buccal, 
rectal, vaginal, or nasal. 

(New) The method of Claim lA wherein the skin condition is acne. 
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(New) The method of Claim J/4wherein the skin condition is rosacea. 

(New) The method of Claim^^erein the skin condition is a chemical burn. 

^ (New) The method of Claim ^^erein the skin condition is psoriasis. 

(New) The method of Claim ^^wherein the amount administered is between 
approximately 0.1 and approximately 300 mg/kg/day. 

^f^f (New) The method of Claim ^wherein the amount administered is between 
approximately 0.5 and approximately 50 mg/kg/day. 

(New) The method of Claim ^f^wherein the amount administered is between 
approximately 1 and approximately 10 mg/kg/day. 

(New) The method of Claim herein the compound is administered in the form of a 
X j tablet or capsule. ^ / 

L 7a (New) The method of Claim lfi wherein the compound is administered in the form of a 
, lozenge, a cachet, a solution, a suspension, an emulsion, a powder, an aerosol, a 
L suppository, a spray, a pastille, an ointment, a cream, a paste, a foam, a gel, a tamport, or 

Jp a pessary. 

(New) The method of Claim 1/4 wherein the administration is oral, parenteral, 
te: transdermal, or topical. j 

(New) The method of Claim ljft wherein the administration is sublingual, buccal, rectal, 
vaginal, or nasal. 

(New) A method for inhibiting undesired angiogenesis in a human or animal 

wherein the angiogenesis is associated with a condition selected from the group 
consisting of trauma, Sjogren's syndrome, phylectenulosis, sarcoid, pseudoxanthoma 
elasticum, Stargardt's disease, Paget's disease, Lyme's disease, par planitis, pyogenic 
granulomas, lipid degeneration, Crohn's disease, chronic inflammation, acoustic 
neuroma, and abnormal proliferation of fibrovascular or fibrous tissue comprising 
administering to the human or animal an angiogenesis inhibiting amount of EM- 138, 
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(New) The method of Claim SO wherein the condition is trauma. 

(New) The method of Claim &0 wherein the condition is Sjogren's syndrome. 

PS 

(New) The method of Claim &0 wherein the condition is phylectenulosis. 
(New) The method of Claim ^6 wherein the condition is sarcoid. 




(New) The method of Claim jjtrwherein the condition is pseudoxanthoma elasticum. 
(New) The method of Claim S&'wherein the condition is Stargardt's disease. 

w 

(New) The method of Claim J3> wherein the condition is Paget's disease. 
(New) The method of ClaimJ^^herein the condition is Lyme's disease. 




(New) The method of Claim jJEKwherein the condition is par planitis 
(New) The method of Claim jsEB'wherein the condition is pyogenic granulomas. 
(New) The method of Claim^^herein the condition is lipid degeneration. 
(New) The method of Claim 8& wherein the condition is Crohn's disease. 
(New) The method of Claim jSSwherein the condition is chronic inflammation. 
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(New) The method of Claim ^wherein the condition is acoustic neuroma. 



\1 



(New) The method of Claim Jfrwherein the condition is abnormal proliferation of 
fibrovascular or fibrous tissue. ^ 

(New) The method of Claim ^ wherein the amount administered is between 
approximately 0.1 and approximately 300 mg/kg/day. 

W\ "v * 

(New) The method of Claim 9$ wherein the amount administered is between 
approximately 0.5 and approximately 50 mg/kg/day. 

C J9$. (New) The method of Claim J^wherein the amount administered is between 
approximately 1 and approximate^ 10 mg/kg/day. 

(New) The method of Claim ^wherein the compound is administered in the form of a 
tablet or capsule. <y 

bp 

(New) The method of Claim §0 wherein the compound is administered m the form of a 
lozenge, a cachet, a solution, a suspension, an emulsion, a powder, an aerosol, a 
suppository, a spray, a pastille,an ointment, a cream, a paste, a foam, a gel, a tamport, or a 

ifa. (New) The method of Claim wherein the administration is oral, parenteral, 
transdermal, or topical. 

(New) The method of Claim ^6 wherein the administration is sublingual, buccal, rectal, 
vaginal, or nasal. 
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REMARKS 

Claims 2, 10-1 1 ? 13, and 15-22 have been canceled, and Claims 23-102 have 
been added. No claim has been amended. Therefore, with entry of the present amendment, 
Claims 1, 3-9, 12, 14, and 23-102 are pending. Support for the new claims can be found in the 
original claims. ^ 

The present amendment is accompanied by a check in the amount of $612.00 to 
cover the fee for additional claims for which a fee has not previously been paid. No additional 
fees are believed due. However, the Commissioner is hereby authorized to charge any deficit or 
credit any overpayment to Deposit Account No. 1 1-0855. 

Provisional Rejection of Claims 1-22 under the Jundicially Created Doctrine of 
Obviousness Type Double Patenting 

Claims 1-22 have been rejected under the judicially created doctrine of 
obviousness-type double patenting over Claims 1-24, 26-58, 63-69, and 76-87 of Application 
No. 09/788,872. The Office Action states that "although the conflicting claims are not identical, 
they are not patentably distinct from each other because the instant claims and the application 
claim[s] are directed to the same disease condition^]. " 

Applicant respectfully traverses this rejection for the following reasons. Please 
note that Claims 1-87 were previously canceled in Application No. 09/788,872. Applicant has 
responded as if the rejection were over pending Claims 88-132 of Application No. 09/788,872. 
The overlapping subject matter between the claims of the present application and Application 
No. 09/788,872 has been delineated by amendment to both applications. The claims of the 
present application are drawn to methods of treating eye conditions, methods of treating 
ulcerative diseases, and methods of treating skin conditions. Claims 80-102 are also drawn to 
the treatment of a number of other diseases. In contrast, the claims of Application No. 
09/788,872 have been amended to recite methods of treating a non-tumor blood conditions, 
methods of treating immune diseases, and methods of treating infections. 



Serial No.: 09/545,139 
Filed: April 7, 2000 

Response to First Office Action 
Page 9 



The Office Required restriction between the diseases now claimed in the two 
applications in parent application 08/950,673. Therefore, Applicants assert that the claims of the 
two application are not obvious in view of one another and respectfully requests reconsideration 
of this ground of rejection. 

The foregoing is a complete response to the Office Action issued May 11, 2001. The 
claims are believed to be allowable. Early and favorable consideration is earnestly solicited. If the 
Examiner believes there are other issues that can be resolved by telephone interview, or that there are 
any informalities remaining in the application which may be corrected by Examiner's Amendment, a 
telephone call to the undersigned attorney at (404) 949-2400 is respectfully solicited. 

Respectfully submitted, 




KILPATRICK STOCKTON, LLP 
2400 Monarch Tower 
3424 Peachtree Road, N.E. 
Atlanta, GA 30326 
Phone: (404)949-2400 
Fax: (404)949-2499 
Atty Docket: 05213-0650 
KS#: 43170-219681 



Jill, o 4 ^^THE U.S. PATENT AND TRADEMARK O^^QfltSU 




:nts 



In re App^^i^/ Docket No. 43170-219681 (05213-0650) 

D'Amato 

Serial No. 09/545,139 
Filed: April 7, 2000 

For: Methods and Compositions for Inhibition of Angiogenesis with EM-138 

Assistant Commissioner for Patents 
Washington, D.C. 20231 
Sir: 



Transmitted herewith is a paper in the above-identified application. 

£3 Small entity status of this application under 37 C.F.R. §1 .9 and § 1 .27 has been established by a verified 
statement. 

Applicant claims small entity status. 
|~1 ..-No additional fee is required. 

[X] .Ifhe additional fee is calculated as shown below: 1 

i SMALL OTHER THAN 

: ;: entity small entity 



:i - 
pass 

as. 


CLAIMS 
REMAINING 

AFTER 
AMENDMENT 




HIGHEST 
PREVIOUSLY 
PAID FOR 


PRESENT 
EXTRA 


RATE 


ADDIT. 
FEE 


RATE 


ADDIT. 
FEE 


tOTAL 


90 


MINUS 


22- 


68 


x9 


$612 


xl8 


$ 


tNDEP. 


4 


MINUS 


9= 


0 


x40 


$ 


x80 


$ 


FIRST PRESENTATION OF 
' ?;J MULTIPLE DEPENDENT CLAIMS 


4-135 


$ 


+270 


$ 




TOTAL 

ADDITIONAL FEE $612.00 


$ 



1^1 A check in the amount of $612.00 is attached, 

^ The Commissioner is hereby authorized to charge any additional fees required under 37 CFR § 1 . 16, or credit any overpayment, 
to Account No. 1 1-0855. A duplicate copy of this sheet is enclosed. 
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